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RULES  AND  REGULATIONS 


Title  21 — Food  and  Drugs 

CHAPTER  I— FOOD  AND  DRUG  ADMINIS¬ 
TRATION,  DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

SUBCHAPTER  C— DRUGS:  GENERAL 
SUBCHAPTER  F— BIOLOGICS 

[  Docket  No .  75N-0299  ] 

REGISTRATION  OF  HUMAN  BLOOD  AND 
BLOOD  PRODUCT  ESTABLISHMENTS 
AND  LISTING  OF  BLOOD  AND  BLOOD 
PRODUCTS 

The  Commissioner  of  Food  and  Drugs 
Is  reestablishing  administrative  respon¬ 
sibility  in  the  Bureau  of  Biologies  for  (1) 
registration  of  all  blood  and  blood  prod¬ 
uct  establishments  (blood  banks  and 
other  firms  collecting,  manufacturing, 
preparing  or  processing  human  blood 
and  blood  products)  and  (2)  listing  of 
blood  and  blood  products.  In  addition, 
the  Commissioner  is  announcing  that  a 
new  Form  FD-2830  (Blood  Establish¬ 
ment  Registration  and  Product  Listing) 
has  been  developed  specifically  for  use  by 
blood  and  blood  product  establishments 
for  registration  and  listing.  All  future 
correspondence  and  submissions  regard¬ 
ing  registration  of  blood  and  blood  prod¬ 
uct  establishments  and  listing  of  blood 
and  blood  products  should  be  directed 
to  the  Bureau  of  Biologies.  This  regula¬ 
tion  is  effective  November  15, 1975. 

Since  blood  and  blood  products  are 
drugs,  the  Drug  Listing  Act  of  1972  re¬ 
quires  owners  and  operators  of  blood 
and  blood  product  establishments  to 
register  and  list  their  bl(X)d  products. 
Consequently,  in  the  Federal  Register 
of  January  31,  1973  (38  FR  2965),  the 
Commissioner  amended  21  CFR  207.65 
(b)  of  the  drug  regulations  (formerly  21 
CJFR  132.51(b) )  and  added  a  new  sec¬ 
tion,  21  CFR  601.11  to  the  biologies  reg¬ 
ulations  (formerly  21  CFR  273.237)  to 
require  that  all  blood  and  blood  product 
establishments  must  register  with  the 
Food  and  Drug  Administration,  Bureau 
of  Biologies,  pursuant  to  section  510  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (21  U.S.C.  360) .  As  a  result,  approxi¬ 
mately  6,000  blood  and  blood  product 
establishments  registered  for  the  first 
time  with  the  Food  and  Drug  Adminis¬ 
tration.  Subsequently,  the  Commissioner 
temporarily  transferred  the  administra¬ 
tive  responsibility  for  registration  of 
blood  and  blood  product  establishments 
to  the  Bureau  of  Drugs.  This  change  was 
reflected  in  §  601.11  (b)  and  (c)  of  the 
recodified  regulations  published  in  the 
Federal  Register  of  November  20,  1973 
(38  FR  32048), 

The  Commissioner  has  determined  that 
responsibility  for  registration  of  blood 
and  blood  product  establishments  should 
be  reassigned  to  the  Bureau  of  Biologies, 
and  this  duty  is  therefore  being  returned 
to  that  Bureau.  Since  the  Bureau  of 
Biologies  has  the  primary  regulatory  re¬ 
sponsibility  for  blood  and  blood  products, 
the  Commissioner  is  also  transferring  ad¬ 
ministrative  responsibility  for  the  list¬ 
ing  of  blood  and  blood  products  from  the 
Bureau  of  Drugs  to  the  Bureau  of  Bio¬ 


logies.  In  addition,  because  the  manu¬ 
facture  of  human  blood  and  blood  prod¬ 
ucts  is  significantly  different  from  all 
other  drugs,  a  new  registration  and  list¬ 
ing  Form  FD-2830  has  been  designed 
specifically  for  use  by  blood  and  blood 
product  establishments  for  registration 
and  listing.  The  new  Form  FD-2830  will 
be  used  by  blood  and  blood  product  es¬ 
tablishments  in  lieu  of  Form  FD-2656 
(Registration  of  Drug  Establishment) 
and  Form  FD-2657  (Drug  Product  List¬ 
ing)  which  are  required  by  Part  207  (21 
CFR  Part  207)  for  use  by  all  other  drug 
establishments,  for  registration  and  list¬ 
ing,  respectively.  A  new  Form  FD-2831 
(Blood  Establishment  Resource  Sum¬ 
mary)  is  also  available  for  use  in  lieu  of 
Form  FD-2656A  (Optional  Distribution 
Data) . 

Since  Form  FD-2830  has  been  specifi¬ 
cally  designed  for  use  by  blood  and  blood 
product  establishments  for  registration 
and  listing,  the  Commissioner  has  deter¬ 
mined  that  owners  and  operators  of  blood 
and  blood  product  establishments,  who 
also  manufacture  or  process  other  drug 
products  at  the  same  establishment,  shall 
register  with  both  the  Bureau  of  Biologies 
and  the  Bureau  of  Drugs.  Blood  and  blood 
products  shall  be  listed  with  thfe  Bureau 
of  Biologies,  and  other  drug  products 
shaU  be  listed  with  the  Bureau  of  Drugs. 
Although  these  owners  and  operators  are 
required  to  register  with  both  bureaus,  a 
common  reigstration  number  will  be  as¬ 
signed  to  each  establishment. 

In  vitro  diagnostic  blood  products  and 
reagents  exempted  under  {  607.65  do  not 
include  products  that  are  subject  to  li¬ 
censing  under  section  351  of  the  Public 
Health  Service  Act  (42  UB.C.  262). 

Accordingly,  the  Commissioner  is  (1) 
amending  Part  207  of  the  drug  regula¬ 
tions  by  adding  a  new  §  207.7  to  require 
that  all  blood  and  blood  product  estab¬ 
lishments  register  and  list  their  products 
with  the  Bureau  of  Biologies  pursuant  to 
Part  6607  (21  CFR  Part  607),  which  is 
being  established,  (2)  revising  §  601.11 
and  redesignating  it  as  §  607.7,  and  (3) 
establishing  a  new  Part  607  in  the  bio¬ 
logies  regulations  to  prescribe  procedures 
for  blood  and  blood  product  establish¬ 
ment  registration  and  product  listing. 
The  Commissioner  concludes  that  the 
blood  and  blood  product  establishment 
registration  and  product  listing  require¬ 
ments  prescribed  in  new  Part  607  are 
substantively  the  same  as  those  require¬ 
ments  prescribed  in  Part  207  for  other 
drugs. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  201,  510, 
701,  52  Stat.  1040-1042  as  amended, 
1055-1056  as  amended  by  70  Stat.  919 
and  72  Stat.  948,  76  Stat,  794  as  amended 
by  84  Stat.  1282  (21  U.S.C.  321,  360, 
371) ) ,  the  Public  Health  Service  Act 
(sec.  351,  58  Stat.  702  as  amended  (42 
U.S.C.  262) ),  and  (5  U.S.C.  553,  702,  703, 
704)  and  imder  authority  delegated  to 
the  Commissioner  (21  CFR  2.120), 
Chapter  I  of  Title  21  of  the  Code  of  Fed¬ 
eral  Regulations  is  amended  as  follows; 


PART  207— REGISTRATION  OF  PRODUC¬ 
ERS  OF  DRUGS  AND  LISTING  OF  DRUGS 

IN  COMMERCIAL  DISTRIBUTION 

1.  In  Part  207: 

a.  By  revising  the  heading  for  Subpart 
A  to  read  as  follows : 

Subpart  A — General  Provisions 

b.  By  adding  a  new  §  207.7  to  read  as 
follows: 

§  207.7  E!>labli.>>linienl  r(‘gi»»lralioii  aii«l 
product  listing  fur  human  blood  and 
blood  products. 

(a)  Owners  and  operators  of  all  human 
blood  and  blood  product  establishments 
are  required  to  register  and  list  their 
products  on  Form  FD-2830  as  prescribed 
in  Part  607  of  this  chapter. 

(b)  Owners  and  operators  of  all  human 
blo(xl  and  blood  product  establishments, 
who  also  manufacture  or  process  other 
drug  products  at  the  same  establishment, 
shall  register  with  both  tiie  Bureau  of 
Biologies  and  the  Bureau  of  Drugs. 
Human  blood  and  blood  products  shall  be 
listed  with  the  Bureau  of  Biologies,  Food 
and  Drug  Administration,  pursuant  to 
the  provisions  of  Part  607  of  this  chapter, 
and  other  drug  products  shall  be  listed 
with  the  Bureau  of  Drugs,  Pood  and  Drug 
Administration,  pursuant  to  the  provi¬ 
sions  of  this  part. 


PART  601— LICENSING 
§  601.11  [Deleted] 

2.  In  Part  601  by  deleting  §  601.11  Reg¬ 
istration  of  blood  banks  and  other  firms 
collecting,  manufacturing,  preparing,  or 
processing  human  blood  or  blood  prod¬ 
ucts. 


3.  By  establishing  a  new  Part  607  to 
read  as  follows: 

PART  607— ESTABLISHMENT  REGISTRA¬ 
TION  AND  PRODUCT  USTING  FOR 
MANUFACTURERS  OF  HUMAN  BLOOD 
AND  BLOOD  PRODUCTS 

Subpart  A — General  Provisions 

Sec. 

607.3  Definitions. 

607.7  Establishment  registration  and 
product  listing  of  blood  banks  and 
other  firms  manufacturing  human 
blood  and  blood  products. 

Subpart  B — Procedures  for  Domestic  Human 
Blood  and  Blood  Product  Establishments 

607.20  Who  must  register  and  submit  a 

blood  product  list. 

607.21  Times  for  establishment  registration 

and  blood  product  listing. 

607.22  How  and  where  to  register  establish¬ 

ments  and  list  blood  products. 
607.25  Information  required  for  establish¬ 
ment  registration  and  blood  prod¬ 
uct  listing. 

60756  Amendments  to  establishment  reg¬ 
istration. 

607.30  Updating  blood  product  listing  in¬ 

formation. 

607.31  Additional  blood  product  listing 

information. 

607.35  Notification  of  registrant;  blood 
product  establishment  registration 
number  and  NDC  Labeler  Code. 
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Sec. 

607.37  Inspection  of  establishment  regis¬ 
trations  and  blood  im>duct  list¬ 
ings. 

607.39  Misbranding  by  referencs  to  estab¬ 

lishment  registratlcm  or  to  regis¬ 
tration  ntimber. 

Subpart  C — Procedures  for  Foreign  Blood 
Product  Establishments 

607.40  Blood  product  listing  requirements 

for  foreign  blood  product  estab¬ 
lishments. 

Subpart  D — Exemptions 

607.66  Exemptions  for  domestic  blood  prod¬ 
uct  establishments. 

AuTHOEiTT :  Secs.  201,  610,  701,  Pub.  L.  717, 
62  Stat.  1040-1042  as  amended,  1066-1066  as 
amended  by  70  Stat.  910  and  72  Stat.  948, 
76  Stat.  794  as  amended  by  84  Stat.  1282  (21 
U.S.C.  321,  360,  371);  sec.  361,  Pub.  L.  410, 
68  Stat.  702,  as  amended  (42  UB.C.  262) ;  and 
(6  UB.O.  663,  702,  703,  704) 

Subpait  A — General  Provisions 

§  6073  Definitimis. 

(a)  Tlie  term  “act”  means  the  Federal 
Food,  l^rug.  and  CTosmetic  Act  approved 
June  25,  1938  (52  Stat.  1040  et  seq.,  aa 
amended,  21  U.S.C.  301-392) . 

(b)  “Blood  and  blood  product”  means 
a  drug  which  consists  of  human  whole 
blood,  plasma,  or  serum  or  any  product 
derived  from  human  whole  blood,  plasma 
or  serum,  hereinafter  referred  to  as 
“blood  product.” 

(c)  “Establishment”  means  a  place  of 
business  under  one  management  at  one 
general  physical  location.  The  term  in¬ 
cludes,  among  others,  human  blood  and 
plasma  donor  centers,  blood  banks, 
transfusion  services,  other  blood  product 
manufacturers  and  Independent  labora¬ 
tories  that  engage  in  quality  control  and 
testing  for  registered  blood  product 
establishments. 

(d)  “Manufacture”  means  the  cbllec- 
tion,  preparation,  processing  or  eom- 
patibtUty  testing  by  chemical,  physical, 
blcqogk^  car  other  procedures  of  any 
blood  product  which  meets  the  definltimi 
of  a  drag  as  defined  in  sectlcm  201(g)  oi 
the  act,  and  including  manipulation, 
sampling,  testing,  or  control  procedures 
applied  to  the  final  product  or  to  any 
part  of  the  process.  Ihe  tmn  includes 
packaging,  labeling,  repackaging  or 
otherwise  changing  the  cfmtalner,  wrap¬ 
per,  or  labeling  of  any  blood  product 
package  in  furtherance  of  the  distribu¬ 
tion  of  the  blood  product  from  the  origi¬ 
nal  place  (rf  manufacture  to  the  person 
who  makes  final  delivery  or  sale  to  the 
\iltimate  consumer. 

(e)  “Commercifd  distribution"  means 
any  distribution  of  a  blood  product  ex¬ 
cept  pursuant  to  the  investigational  use 
provisions  of  S  312.1  ot  this  chapter,  but 
does  not  Include  Internal  or  interplant 
transfer  of  a  bulk  product  substance  be¬ 
tween  registered  domestic  establishments 
within  the  same  parent,  subsidiary,  and/ 
or  affiliate  company. 

(f)  “Any  material  change”  includes 
but  is  not  limited  to  any  change  in  the 
name  of  the  blood  product,  in  the  quan¬ 
tity  or  identity  of  the  active  Ingredl- 
ent(s)  or  in  the  quantity  or  identity  ctf 
the  inactive  ingr^ent(s)  where  quan¬ 
titative  listing  of  an  ingredients  is  re¬ 


quired  pursuant  to  S  607.31(a)  (2)  and 
any  significant  change  in  the  labeling  of 
a  blood  isroduct.  Changes  that  are  not 
slgntficant  ln<dude  changes  In  arrange¬ 
ment  or  printing  or  changes  of  an  edi¬ 
torial  nature. 

(g)  “Bulk  product  substance”  means 
any  substance  that  is  represented  for  use 
in  a  blood  product  and  when  used  in  the 
manufacturing  of  a  blood  product  be¬ 
comes  an  active  ingredient  or  a  finished 
dosage  form  of  such  product. 

(h)  “Advertising”  and  “labeling”  In¬ 
clude  the  promotional  material  described 
in  S  202.1(1)  (1)  and  (2)  of  this  chapter, 
respectively. 

(1)  The  definitions  and  Interpretations 
contained  in  sections  201  and  510  of  the 
act  sh^  be  applicable  to  such  terms 
when  used  In  this  Part  607. 

§  607.7  Establishment  registration  and 
product  listing  of  blood  banks  and 
other  firms  manufacturing  human 
blood  and  blood  products, 

(a)  All  owners  or  operators  of  estab¬ 
lishments  that  wgage  in  the  manufac¬ 
turing  of  blood  products  are  required  to 
register,  pursuant  to  section  510  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act. 
Registration  and  listing  of  blood  products 
shall  comply  with  this  part.  Registratlcm 
does  not  permit  any  blood  bank  or  similar 
establishment  to  ship  blood  products  in 
Interstate  conunerce. 

(b)  Forms  for  registration  of  an  estab- 
Itehment  are  obtainable  cm  request  from 
the  Bureau  of  Biologies  (HFB-14) ,  Focxl 
and  Drug  Administration.  8800  R<x;k- 
vllle  Pike,  Bethesda,  MD  20014,  or  at  any 
of  the  Food  and  Drug  Administration 
district  offices. 

(c)  The  completed  form  should  be 
mailed  to  the  Bureau  of  Biologies  (HFB- 
14)  ,  Food  and  Drag  Administration.  8800 
Rockville  Pike,  Bethnsda,  MD  20014. 

Subpart  B — Procedures  for  Domestic 
Blood  Prcxiuct  Establishments 

§  60730  Who  most  register  and  submil 
a  Mood  iMtidoct  list. 

(a)  Owners  or  operators  of  aH  estab¬ 
lishments,  not  exempt  under  cectkm  510 
(g)  of  the  act  or  Subpart  D  of  this  Part 
607,  that  engage  in  the  manufacture  of 
blood  products  are  required  to  register 
and  to  submit  a  list  of  evoy  Mcxxl  prod¬ 
uct  in  commerced  dlstrffiutkm  (except 
that  listing  information  may  be  sub¬ 
mitted  by  the  parent,  subsidiary,  and/or 
affiliate  company  for  an  establishments 
when  operations  are  (x>nduct^  at  xnoaro 
than  one  establishment  and  there  exists 
joint  ownership  and  conlrol  among  «n 
the  establishments) ,  whether  or  not  the 
output  of  such  blood  product  establish¬ 
ment  or  any  particular  blood  product  so 
listed  enters  interstate  commerce. 

(b)  Preparatory  to  engaging  in  the 
manufacture  of  blood  products,  owners 
or  operators  of  establishments  who  are 
submitting  an  establishment  license  iq>- 
pllcatlon  to  manufacture  blood  products 
are  required  to  register  before  the  estab¬ 
lishment  license  application  is  approved. 

(c)  No  registration  fee  is  required. 
Establishment  registration  and  blood 
product  listing  do  not  constitute  an  ad¬ 
mission  or  agreement  or  determlnati(xi 


that  a  blood  product  Is  a  “drug”  within 
the  meaning  of  section  201  (g)  of  the  act. 

§  607.21  Times  for  establishment  reg¬ 
istration  and  blood  prodnet  listing. 

The  owner  or  operator  of  an  establish¬ 
ment  entering  into  an  operation  defined 
In  §  607.3(d)  shall  register  such  estab¬ 
lishment  within  5  days  after  the  be¬ 
ginning  of  such  operation  and  submit  a 
list  of  every  blood  product  in  commercial 
distribution  at  that  time.  If  the  owner  or 
operator  of  the  establishment  has  not 
previously  entered  into  such  operation 
(defined  in  S  607.3(d))  for  ^ich  a 
license  Is  required,  registration  shall  fol¬ 
low  within  5  days  after  the  submission 
of  an  establishment  and  product  license 
application  in  order  to  manufactiu'e 
blood  products.  Owmers  or  operators  of 
all  establishments  so  engaged  shall  reg¬ 
ister  annually  between  November  15  and 
December  31  and  shall  update  their  blood 
product  listing  information  every  J(me 
and  December. 

§  607.22  How  and  where  to  register 
establishments  and  list  blood  prod¬ 
ucts. 

(a)  The  first  registration  of  an  estab¬ 
lishment  Shan  be  cm  Form  FD-2830 
(Blood  Establishment  Registration  and 
Product  Listing)  obtainable  on  request 
from  the  Department  of  Health,  Educa¬ 
tion,  and  Welfare,  Food  and  Drag  Ad- 
mlnlstratlon.  Bureau  of  Biologies  (HFB- 
14)  ,  8800  Rockville  Pike,  Bethesda,  MD 
20014,  or  from  Pood  and  Drug  Adminis¬ 
tration  district  offices.  Subsequent  an¬ 
nual  registration  shidl  also  be  aec(»n- 
pllshed  cm  Fcmn  FD-2830  which  win  be 
furnished  by  the  Food  and  Drug  Ad¬ 
ministration  before  November  15  of  each 
year  to  establishments  whose  product 
registratlcm  for  that  year  was  validated 
pursuant  to  S  60735.  The  completed  form 
shaU  be  mailed  to  the  above  address  be¬ 
fore  December  31  of  that  year. 

(b)  Hie  first  list  oi  blood  products  and 
subsequent  June  and  December  updat¬ 
ings  Shan  be  on  Form  FD-2830,  obtain¬ 
able  upon  reciiKst  as  described  tn  para¬ 
graph  (a)  of  this  sectlcm.  In  Ueu  of  Form 
IH-2830,  tapes  for  computer  input  may 
be  sifiimftted  If  eciuivalent  in  an  elements 
of  Informa^n  as  specified  in  Form  FD- 
2830.  An  formats  imiposed  for  such  use 
win  require  initial  review  and  approval 
by  the  Bureau  of  Biologies,  Food  and 
Drag  Administration. 

i  607.25  Informatioii  required  for  estab¬ 
lishment  registration  and  blood 
product  Bating. 

(a)  Form  FD-2830  (Blood  Establish¬ 
ment  Registration  and  Product  Listing) 
requires  furnishing  or  confirming  regis¬ 
tration  Informaticm  required  by  the  act. 
This  information  includes  the  name  and 
street  address  of  the  establishment,  in¬ 
cluding  post  office  ZIP  code;  all  trade 
names  used  by  the  establishment:  the 
kind  of  ownership  or  operation  (that  is. 
Individually  owned  partnership,  or 
corporation) ;  and  the  name  oi  the  owner 
or  operator  of  such  establishment.  The 
term  “name  of  the  owner  or  operator” 
shall  Include  in  the  case  of  a  partnership 
the  name  ot  each  partner,  and  in  the 
case  of  a  corporation  the  name  and  title 
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of  each  corporate  officer  and  director  and 
the  name  of  the  State  of  Incorporation. 

The  information  required  shall  be  given 
separately  for  each  establishment,  as  de¬ 
fined  in  §  607.3(c) . 

(b)  Form  FD-2830  also  requires  fur¬ 
nishing  blood  product  listing  Information 
required  by  the  act  as  follows: 

(1)  A  list  of  blood  products,  including 
bulk  product  substances  as  well  as  fin¬ 
ished  dosage  forms,  by  established  name 
as  defined  in  section  502(e)  of  the  act 
and  by  proprietary  name,  wliich  are  be¬ 
ing  manufactured  for  commercial  dis¬ 
tribution  and  which  have  not  been  in¬ 
cluded  in  any  list  previously  submitted 
on  Form  FD-2830  (Blood  Establishment 
Registration  and  Product  Listing)  or 
Form  FD-2250  (National  Drug  Code  Di¬ 
rectory  Input) . 

(2)  For  each  blood  product  so  listed 
which  is  subject  to  section  351  of  the 
Public  Health  Service  Act,  the  license 
number  of  the  manufacturer  issued  by 
the  Bureau  of  Biologies,  Pood  and  Drug 
Administration. 

(3)  For  each  blood  product  listed,  the 
registration  number  of  every  blood  prod¬ 
uct  establishment  within  the  parent 
company  at  which  it  is  manufactured. 

§  607.26  Amendments  to  establishment 

registration. 

Changes  in  Individual  ownership,  cor¬ 
porate  or  partnership  structure  location 
or  blood-product-handling  activity,  shall 
be  submitted  on  Form  FD-2830  (Blood 
Establishment  Registration  and  Product 
Listing)  as  amendment  to  registration 
within  5  days  of  such  changes.  Changes 
In  the  names  of  officers  and  directors  of 
the  corporations  do  not  require  such 
amendment  but  miist  be  shown  at  time 
of  annual  registration. 

§  607.30  Updating  bloo<i  product  listing 
information. 

(a)  After  submission  of  the  Initial 
blood  product  listing  Information,  every 
person  who  Is  required  to  Hst  blood  prod¬ 
ucts  pursuant  to  §  607.20  shall  submit 
on  Form  FD-2830  (Blood  Establishment 
Registration  and  Product  Listing)  dur¬ 
ing  each  subsequent  Jime  and  Decem¬ 
ber,  or  at  the  discretion  o-  the  registrant 
at  the  time  the  change  occurs,  the  fol¬ 
lowing  Information: 

(1)  A  list  of  each  blood  product  in¬ 
troduced  by  the  registrant  for  commer¬ 
cial  distribution  which  has  not  been  in¬ 
cluded  in  any  list  previously  submitted. 
All  of  the  information  required  by 
§  607.25(b)  shall  be  provided  for  each 
such  blood  product. 

(2)  A  list  of  each  blood  product  form¬ 
erly  listed  pursuant  to  {  607.25(b)  for 
which  commercial  distribution  has  been 
discontinued.  Including  for  each  blood 
product  so  listed  the  Identity  by  estab¬ 
lished  name  and  proprietary  name,  and 
date  of  discontinuance.  It  is  reqiiested 
but  not  required  that  the  reason  for  dis¬ 
continuance  of  distribution  be  included 
with  this  information. 

(3)  A  list  of  each  blood  product  for 
which  a  notice  cl  discontinuance  was 
sulunitted  piursuant  to  paragraph  (a)  (2> 
of  this  section  and  for  which  commercial 
distribution  has  been  resumed,  includ- 
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ing  for  each  blcod  product  so  listed  the 
Identity  by  established  name  as  defined 
in  section  502(e)  of  the  act  and  by  any 
proprietary  name,  the  date  of  resump¬ 
tion,  and  any  other  information  required 
by  §  607.25(b)  not  previously  submitted. 

(4)  Any  material  change  in  any  in¬ 
formation  previously  submitted. 

(b)  When  no  changes  have  occurrei. 
since  the  previously  submitted  list,  no 
listing  information  is  required. 

§  607.31  .Additional  b)oo«l  prodiicl  lift¬ 
ing  information. 

(a)  In  addition  to  the  Information 
routinely  required  by  §  §  607.25  and 
607.30,  the  Commissioner  may  require 
submission  of  the  following  information 
by  letter  or  by  Federal  Register  notice: 

(1)  For  a  particular  blood  product  so 
listed,  upon  request  made  by  the  Com¬ 
missioner  for  good  cause,  a  copy  of  all 
advertisements. 

(2)  For  a  particular  blood  product  so 
listed,  upon  a  finding  by  the  Commis¬ 
sioner  that  it  is  necessary  to  carry  out 
the  purposes  of  the  act,  a  quantitative 
listing  of  all  ingredients. 

( 3 )  For  each  registrant,  upon  a  finding 
by  the  Commissioner  that  it  is  necessary 
to  carry  out  the  purposes  of  the  act,  a 
list  of  each  listed  blood  product  contain¬ 
ing  a  particular  Ingredient. 

(b)  It  is  requested  but  not  required 
that  information  concerning  the  quan¬ 
tity  of  blood  product  distributed  be  sub¬ 
mitted  in  conjunction  with  the  annual 
registration  in  the  format  prescribed  in 
a  section  of  Form  FD-2831  (Blood  Estab¬ 
lishment  Resource  Summary) ,  for  each 
blood  product  currently  listed. 

§  607.35  Notification  of  registrant ; 
blood  prodnet  establL^hment  registra¬ 
tion  number  and  NDC  Labeler  Code. 

<a)  The  Commissioner  will  provide  to 
the  registrant  a  validated  copy  of  Form 
FD-2830  (Blood  Establishment  Registra¬ 
tion  and  Product  Listing)  as  evidence  of 
reglstratlOTi.  This  validated  copy  will  be 
sent  only  to  the  location  shown  for  the 
registeiing  establishment.  A  permanent 
registration  number  will  be  assigned  to 
each  blood  product  establishment  reg¬ 
istered  in  accordance  with  these  regu¬ 
lations. 

(b)  Owners  and  operators  of  blood 
product  establishm^ts,  who  also  manu¬ 
facture  or  process  otha:  drug  products 
at  the  same  establishment,  shall  register 
with  both  the  Bureau  of  Biologies  and 
the  Bureau  of  Drugs.  Blood  products 
shall  be  listed  with  the  Bureau  of  Bio¬ 
logies,  Food  and  Drug  Administration, 
pursuant  to  the  pro\islons  erf  this  part, 
aiKi  other  drug  products  shall  be  listed 
with  the  Bureau  of  Drugs,  Food  and  Drug 
Adminlstratimi,  pursuant  to  the  provi¬ 
sions  ot  Part  207  of  this  chapter. 

(c)  If  a  registered  blood  product  es¬ 
tablishment  has  not  previously  partici¬ 
pated  in  the  National  Drug  Code  system, 
or  in  the  National  Health  Related  Items 
Code  system,  the  National  Drug  Code 
(NDC)  numbering  system  shall  be  used 
in  assigning  the  first  five  numeric  char¬ 
acters,  oUverwise  known  as  the  Labeler 
Code,  of  the  10-character  NDC  Code.  The 
Labeler  Code  identifies  the  manufac¬ 
turer. 


(d)  Although  establishment  registra¬ 
tion  and  blood  product  listing  are  re¬ 
quired  as  described  in  S  607.20,  validation 
of  registration  and  the  assigi^ent  of  a 
NDC  Labeler  Code  do  not,  in  themselves, 
establish  that  the  holder  of  the  registra¬ 
tion  is  legally  qualified  to  deal  in  such 
products. 

§  607.37  In^ipection  of  ontablislimrut 
regi«)trationA  and  blood  product  list¬ 
ings. 

(a)  A  copy  of  the  Form  FD-2830 
(Blood  Establishment  Registration  and 
Product  Listing)  filed  by  the  registrant 
will  be  available  for  inspection  pursuant 
to  section  510(f)  of  the  act,  at  the  De¬ 
partment  of  Health,  Education,  and 
Welfare,  Pood  and  Drug  Administration, 
Bureau  of  Biologies  (HFB-14),  8800 
Rockville  Pike,  Bethesda,  MD  20014.  In 
addition,  there  will  be  available  for  in¬ 
spection  at  each  of  the  Food  and  Drug 
Administration  district  offices  the  same 
information  for  firms  within  the  geo¬ 
graphical  area  of  such  district  office. 
Upon  request  and  receipt  of  a  self-ad- 
dressed  stamped  envelope,  verification 
of  registration  number,  or  location  of  a 
registered  establishment  will  be  pro¬ 
vided.  The  following  Information  sub¬ 
mitted  pursuant  to  the  blood  product 
listing  requirements  is  illustrative  of  the 
type  of  information  that  will  be  avail¬ 
able  for  public  disclosure  when  it  is 
compiled : 

(DA  list  of  all  blood  products. 

(2)  A  list  of  all  blood  products  manu¬ 
factured  by  each  establishment. 

(3)  A  list  of  blood  products  discon¬ 
tinued. 

(4)  All  data  or  information  that  has 
already  become  a  matter  of  public 
knowledge. 

(b)  Requests  for  information  regard¬ 
ing  blood  establishment  registrations 
and  blood  product  listings  should  be  di¬ 
rected  to  the  Department  of  Health, 
Education,  and  Welfare,  Food  and  Drug 
Administration,  Bureau  of  Biologies 
(HPB-14)  8800  Rockville  Pike,  Bethesda, 
MD  20014. 

§  607.39  Misbranding  by  reference  to 
establishment  regi.stration  or  to  reg¬ 
istration  number. 

Registration  of  an  establishment  or  as¬ 
signment  of  a  registration  number  or 
assignment  of  a  NDC  niunber  does  not  in 
any  way  denote  approval  of  the  firm  or 
its  products.  Any  representation  that 
creates  an  Impression  of  official  approval 
because  of  establishment  registration  or 
possession  of  registration  number  or 
NDC  number  is  misleading  and  consti¬ 
tutes  misbranding. 

Subpart  C — Procedures  for  Foreign  Blood 
Product  Establishments 

§  64)7.44)  Blood  product  listing  require¬ 
ments  for  foreign  blood  pr^nct 
establishments. 

(a)  Every  foreign  establishment  shall 
comply  with  the  blood  product  listing 
requirements  contained  tai  Subpart  B  of 
this  part,  unless  exempt  under  Subpart 
D  of  this  part,  whether  or  not  H  Is  also 
registered. 
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(b)  No  blood  product  may  be  imported 
from  a  foreign  establishment  into  the 
United  States  except  a  blood  product 
Imported  or  offered  for  import  pursuant 
to  the  investigational  use  provisions  of 
S  312.1  of  this  chapter,  imless  it  is  first 
the  subject  of  a  blood  product  listing  as 
required  in  Subpart  B  of  this  part.  The 
blood  product  listing  Information  shall 
be  in  the  English  language. 

(c)  Foreign  establishments  shall  sub¬ 
mit,  as  part  of  the  blood  product  listing, 
the  name  and  address  of  the  establish¬ 
ment  and  the  name  of  the  Individual 
responsible  for  submitting  blood  product 
listing  information.  Any  changes  in  this 
information  shall  be  reported  to  the 
Pood  and  Drug  Administration  at  the 
intervals  specified  for  updating  blood 
product  listing  information  in 
1607.30(a). 

Subpart  D — Exemptions 

§  607.65  Exeniptioiiis  fur  blood  prfMiiirt 
establislunrnts. 

The  following  classes  of  persons  are 
exempt  from  registration  and  blood 
product  listing  in  accordance  with  this 
Part  607  under  the  provisions  of  section 
510(g)  (1),  (2),  and  (3)  of  the  act,  or 
because  the  Commissioner  has  foimd, 
imder  section  510(g)  (4),  that  such  reg¬ 


istration  is  not  necessary  for  the  protec¬ 
tion  of  the  public  health. 

(a)  Pharmacies  that  are  operating 
under  applicable  local  laws  regulating 
dispensing  of  prescription  drugs  and  that 
are  not  manufacturing  blood  products 
for  sale  other  than  in  the  regular  course 
of  the  practice  of  the  profession  of 
pharmacy  including  the  business  of  dis¬ 
pensing  and  selling  blood  products  at 
retail.  The  supplying  by  such  pharmacies 
of  blood  products  to  a  practitioner  li¬ 
censed  to  administer  such  blood  products 
for  his  use  in  the  course  of  his  profes¬ 
sional  practice  or  to  other  pharmacies  to 
meet  temporary  inventory  shortages  are 
not  acts  which  require  such  pharmacies 
to  register. 

(b)  Practitioners  who  are  licensed  by 
law  to  prescribe  or  administer  drugs  and 
who  manufacture  blood  products  solely 
for  use  in  the  course  of  their  professional 
practice. 

(c)  Persons  who  manufacture  blood 
products  which  are  not  for  sale,  rather, 
are  solely  for  use  in  research,  teaching, 
or  analysis,  including  laboratory  sam¬ 
ples. 

(d)  Carriers,  by  reason  of  their  receipt, 
carriage,  holding,  or  delivery  of  blood 
products  in  the  usual  course  of  business 
as  carriers. 
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^e)  Persons  who  engage  solely  in  the 
manufacture  of  in  vitro  diagnostic  blood 
products  and  reagents  not  subject  to 
licensing  under  section  351  of  the  Public 
Health  Service  Act  (42  U.S.C.  262). 

Pursuant  to  the  Administrative  Pro- 
cedui’e  Act  (5  U.S.C.  553  (b)  and  (d) ) , 
the  Commissioner  concludes  that  notice, 
public  procedure,  and  delayed  effective 
date  are  imnecessary  for  the  promulga¬ 
tion  of  this  regulation  inasmuch  as  the 
required  use  of  Form  FD-2830  and  the 
transfer  of  administrative  responsibility 
constitute  an  internal  administrative 
designation  of  responsibility  to  consoli¬ 
date  procedures  for  registration  and  list¬ 
ing. 

Effective  date.  This  regulation  is  effec¬ 
tive  on  November  15,  1975. 

(Secs.  201,  610,  701,  Pub.  L.  717,  52  Stat.  1040- 
1042  as  amended,  1055-1056  as  amended  by 
70  Stat.  919  and  72  Stat.  948,  76  Stat.  794,  as 
amended  by  84  Stat.  1282  (21  U.S.C.  321,  360, 
371):  (sec.  351,  Pub.  L.  410,  68  Stat.  702,  as 
amended  (42  U.S.C.  262);  and  (5  U.S.C.  553. 
702.  703,704).)) 

Dated:  November  5, 1975. 

Sam  D.  Fine, 
Associate  Commissioner 
for  Compliance. 
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